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The sponsor seeks to add to the present package labelling

* A statement that the benefit seen on the primary endpoint of the EPIC trial extends to 3
years follow-up, and

» Additional in vitro data on the effects of Abciximab on the vitronectin receptor and
inhibition of thrombin generation.

:Ihe BLA review team recommends approval of the proposed changes to the product labeling for
Abciximab based on the items submitted in BLA # 97-0201. Modification of the wording has been
"~ propbsed by the agency, and an agreement reached with the sponsor.

Please refer to section 10.0 of the attached Medical Officer’s Review for a discussion of the evidence
supporting each of these claims. Additional discussion is provided in the Pharmacology Review.



